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CnTIFIED MAIL
,RetumReceint Reaueste~
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Mr. Ra~ond Gilmartin
Merck & Co, hC,

OneMerck Drive
● .

P*O,Box 100
. .

Whitehouse Statio~ NJ 08889-100

.-

,.. .

,,*> ‘ ?-1., ..,,... ,

Dear Mr. Gilmartin: , ~
..-!

From September 18to October’6,2000, aninvestigator hm the San Ju&District Office .
of the Food and Drug Administrationoondtietedan ~ection of,yourp~scription hg.. . . ... , . .
manufacturingfacili~, Merok,Sharp & Do@e @irnica de”~erto ~co located at Road
#2, Km 60.3 SabanaHOYOS,bcibo, Puerto’Rico. Our evaluation of the information
obtained during the inspectiondetermined~b~the-pharmaceuticalproductsmanuftied
by the facility are adultmatedwithin the m&~g of se;tion 501(a](2)(b)of the Federal
Food, Mg and CosmeticAct (the Act) bed~de key were not manufactied in
accordance with mod Manti~@g Prae~;~O;~e@Iations(GMP)as de@ed in Title 21, ,
Code of Federal Regulations,Part211 (21~~~21 1).

,,

The deficiencies found during the inspection,andreported on the List of ~ectional
Obsemations,FDA-483,presented at the conclusion-ofthe inspeetioninelti the
following: . . .“.. .

,

1. Test results submitted to tie FDAinvestigatorduring the inspectionwere
,-

false and misleading in Watthe actual test whichreportedlygeneratedthe
test results recorded in Operatiom Qualification(OQ)Protocol,~-Q94-
lM-49-A1, for-eight VariationSystem Stationawas never
ptiormed. Accordingto yow own internal investigatio~ yourmployees
reported test results for which no tes~ occurred, In addition,the results
for testing that was perfo~~ was nof accuratelyreported in that the
expectedresults were reoordedrather than the actuaIrestits. Furthermore,
your managementreview of the qualificationprotocol, test results and the
final reports failed to prevent or even detect the problem. [21CFR211,68
and 21 CFR 21I,160(b)(4)] ~

2. Failure to followti~en analyticaltest methodsfor FosamaxTablets.
Your fm did not perform the requiredstandardinjeetionbracketing
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required for the HPLC~rne~odfor bo@~k;ay7~.content uniformity. [21~,,‘ $.
CFR211.165(a)] .,; ‘: ~ ‘.”“ ‘“- ‘“’ “•~:f’.’.... .. -.,.,, ......,, ..,.,,. .... . .... .”...,.. , ..

:---- ‘-. ,

We acbowledge receipt of ~~ti tespd~e l~t~I dat~’~ctober 11,2000, and si~~ bj
Ms. DanerisFemandcz, Our evaluationof fie,res~o,~$eletter findsbe responseis not..,.,,.,,
adequateto conect the underl~g ‘causesof~d.’6b~&ih~w’. Thecorrectiveaction“,-s.y, y$’~,i~*.t,_~, , -
outIinedfor observation#l dogsriot‘~dresq.~elssu~~~,hy.~oy quality systemwas not. ... ..
able to prevent and/ordetect the faulty data ~be’ fiti~.Wfication report. The faot that
multiple members of yow managementti:~~~m~;~ .appmvedboth the original
qualificationprotocol and the ~,.qort wi~~ de~~~ W.faulw datais not
adequatelyaddressed. The w~tiv$x Xiion.ti o~~alio~ #2,,dom not ad&ess the
undwlying issue of why yo~ ~~t$~s~~~~~d,i~$”’?~d~ the f~t that yo~ employees. .~. i“>2’.;:.’-
werenot foIlowingthe procedure. o

me above id~tification of viol~o,~ ~S~k.~~~~@~o ~e,~ @l-imlusivelist of
deficienciesat your facility, It is.$oti”~~po~lh~.ti.~~ ,@erence with each~
requirexrlentof the @od,M@~~~g p+d~~ti~ib~ng. =‘Federalagenci~ m
advised of the issuance-ofall ~~ti~ letters-aboutdrugs so that they may take this
informationinto accountwhen consideringthe awardof mntraets. ‘ “ ‘

You should t~e prompt action to correct the;~~ol~ons, ~d you shouldestabtish
procedureswhereby such violations do not ~ “. ~1~ to pmrnptly correct fime ~

,%violations may result in regulato~ santions;; , ,P$;-*~~.jncludc, but are not ‘limit~
to, seime an~or inj~ction. . k: .. >.., .

~% . .,- ,
,~,;!~k..- , .. y. ;;,’.

. . . . . ,

Please noti$ the San Juan District office in writing,within 15workingdays of reeeipt of
this letter, of the specific steps you have taken to correct the noted violations,including ,
an e~lanation of each step being taken to prevent the recurrenceof these or sitil~
violations.

Your ~Iy shedd be sent to the Food ad Dmg Atistitio~ S~ J~ District Officej
466 Femandez Juncos Ave., San JUQ Puerto Rico,00901-3223, 4
Attention Mary Maso~ ComplianceOfficer.

●

Sincerely, ,

DistrictDirector
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Mr. Raymong (3ilmartin
November 1,2000
Page 3 5

cc:

Ms. I)aneris Ferns.ndez,GeneralManager
Merck Sharp & Dohme Quimicade Puerto Rico, Inc.
P.o. Box 6060
B~eloneta, PR 00617

Mr. Robert H Boisclaire, SeniorVice Presi@~t
Operations-me Americas
Merck & co., hC.

770SunnytownPike
PO BOX 4, WP-39-412
West Point, PA 19486-0004
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